111 

PCT 

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 

(Chapter II of the Patent Cooperation Treaty) 

, (PCT Article 36 and Rule 70) 



PCT/JP2003/008524 



Applicant's or agent's file reference 
K4-A0201P 



FOR FURTHER ACTION 



See Form PCT/IPEA/416 



International application No. 

PCT/JP2003/008524 



International filing date (day/month/year) 
04 July 2003 (04.07.2003) 



International Patent Classification (IPC) or national classification and IPC 

A61K 39/215, 39/395, 48/00, A61P 31/12, C12Q 1/68, G01N 33/569 // C12N 15/09 



Priority date {day/month/year) 

04 July 2002 (04.07.2002) 



Applicant 



THE KITASATO INSTITUTE 



. sheets, including this cover sheet. 



2. This REPORT consists of a total of 6_ 

3. This report is also accompanied by ANNEXES, comprising: 
a. [^] (sent to the applicant and to the International Bureau) a total of 



. sheets, as follows: 



b. 



□ sheets of the description, claims and/or drawings which have been amended and are the basis of this renn* 

SSSS? Wons authorized by * is Authori * ■* ™£ 3S 

' iSZ^tT"**- "F? SheetS ' but Which Ms Au *ority considers contain an amendment that eoes 

tssasisssr ,n onai appiication 38 med ' - m item 4 ° f s 

Disc r £ ~ ««« * total of (indicate type and number of electronic carriers)) 

readable form nnK, ... i^v . * ■ ,u o contaulln 8 a sequence listing and/or tables related thereto, in computer 
ajSL^^^T" " ** Supplemental Box Relati <* ^0 Sequence Listing (see Section 802 o'f the 



4. This report contains indications relating to the following items: 



Box No. I Basis of the report 

Box No. II Priority 

□ Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
I — | Box No. IV Lack of unity of invention 

IEI Box No. V R^oned I stetement under Article 35(2) with regard to novelty, inventive step or industrial applicability- 

— citations and explanations supporting such statement ■ppuwwuiiy, 

I — I Box No. VI Certain documents cited 

□ Box No. VII Certain defects in the international application 

U Box No. VIII Certain observations on the international application 



Date of submission of the demand 

30 January 2004 (30.01.2004) 



Date of completion of this report 

04 November 2004 (04. 1 1 .2004) 



Name and mailing address of the DPEA/JP 



Facsimile No. 



Authorized officer 



Telephone No. 



Form PCT/IPEA/409 (cover sheet) (January 2004) 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



uonal application No. 
PCT/JP2003/008524 



Box No. I Basis of the report 

1 ' SS^^^ST" 1 iS b8SCd ° n Ae inte — in the language in which it was filed, unless 

□ This report is based on translations from the original language into the folio wine laneuaee 

which is language of a translation furnished for the purpose of- ro "°wing language . _ , 

□ international search (under Rules 12.3 and 23 1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 and/or 55.3) 

^Ko^e^ based on (replaced sheets which have teen 

and are not annexed tolisfeport". * ** '° * rep ° rt aS "originally filed" 

^ The international application as originally filed/furnished 
□ 

the description: 
pages 

Daees * ~ 3 as originally filed/furnished 

K 5 . received by this Authority on 

pageS _ received by this Authority on ' 

| | the claims: ~ ' ~ 

pages 

pages * ' — ■ . » as originally filed/furnished 

* — ■ » ^ amended (together with any statement) under Article 19 

P S received by this Authority on 

Pag6S _ received by this Authority on " " 

1 _j the drawings: 

pages 

Daees * — . as originally filed/furnished 

F s . received by this Authority on 

pageS . received by this Authority on ' — ' 

a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. — — 

The amendments have resulted in the cancellation of: 
Q the description, pages 
the claims, Nos. 



□ 

the drawings, sheets/figs __ 

the sequence listing (specify): 

d] any table(s) related to sequence listing (specify): 



□ the description, pages 

f~l the claims, Nos. 



□ 

the drawings, sheets/figs 

□ 

the sequence listing (specify): 

any table(s) related to sequence listing (specify): 



♦ If item 4 applies, some or all of those sheets may be marked "superseded. " 
Form PCT/IPEA/409 (Box No. I) (January 2004) 



ional application No. 

_ , PCT/JPQ 3/08524 

Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial , 



INTERNATIONAL PRELIB^^RY REPORT ON PATENTABILITY 

Article 35(2) with regard t< 
citations and explanations supporting such statement 



I applicability; 



1 . Statement 

Novelty (N) 



Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-8 



1-8 



1-8 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and explanations (Rule 70.7) 
JP0308524 

£££SK£lS3SV ,UBe ' 1997 (0506 - 97) - & AU; *"*»■ B - * 

' v- " ?ri,,, ?7 StnKtare ° f *" Mmta " Md Nncleocapsid Protein Oenes of Feline Infectious 
the claims, Example 8, SEQ ED NO: 18 (Family norS) * ' < 050601 >' whole document, 

£20^ 

?acSL 9 S?p e T Stn> N °- 961 12252 > " P ^tion of Cats from Infectious Peritonitis by 

pSS^tr Ra0 fS Expressin g Nucleocapsid Gene of Feline Sous 

52 T^WO 95 85^? , % > AdV - % Med Bi ° L ' 1995 ' VoL 380 ' P a e es 221 "228 
document 10. WO, 95-8575, Al (Cornell Research Foundation Inc.), 30 March, 1995 (30.03.95) (Family- 



Form PCT/ IPEA/409 OBox No. V) (January 2004) 



INTERNATIONAL PRELIK^lRY REPORT ON PATENTABILITY 

Article 35(2) with regard tc 
citations and explanations supporting such statement 



Jonal application No. 

,p M v n .... _„ , PCT/JP0 3/08S24 

|BoxNo. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial \ 



I applicability; 



1 . Statement 

Novelty (N) 



Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-8 



1-8 



1-8 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and explanations (Rule 70.7) 
tefSS, *»* 1997 «*°^ * AU, 97 1278 0, B, . EP, 

fe? M ZgZ&tgF" lKerM " 0M ' Re — h B V >- 6 Wl (06.02.91), * CA, 

Document 9: Database Medline ON stn, No. 961 12252 "ProtPrtinn n fr,*c a.~~. t « • . . 

none) * (ComeU Research Foundation Inc.), 30 March, 1995 (30.03.95) (Family: 



Form PCT/ IPEA/409 (Box No. V) (Januaiy 2004) 



INTERNATIONAL PREL 



WARY REPORT ON PATENTABILITY 
[Supplemental Box Relating to S equence Listing 
Continuation of Box No. 1, item 2: 



tional application No. 

PCT/JPQ3/08524 



2. 



I' SSS^J^SS^^ Ss S Sr » *" and necessary to the Canned 

a * type of material 

a sequence listing 

table(s) related to the sequence listing 
k format of material 

in written format 
in computer readable form 
Jime of filing/furnishing 

contained in the international application as filed 

filed together with the international application in computer readable form 
U furnished subsequently to this Authority for the purpose of search and/or 
LJ re ^ived by mis Authority as an amendment* on 



c. 



examination 



or ^Khtr^ listing and/or table(s) relating thereto has been filed 



|3. Additional comments: 



: £Z^* OXNO - IaPPiU!S - thB table (s) related, hereto. Mfornpartofthe basis oj 



7/ the report, may be marked 



Form PCT/n>EA/4U9 (Supplemental Box Relating to Seq, 



[uence Listing) (January 2004) 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



onal application No. 

PCT/JP03/08524 



Supplemental Box 



In case the space in any of the preceding boxes is not sufficient. 

Continuation of: V2 

[A] None of documents 1-10 cited in the ISR describes the subject matters of claims 1-3, 5 and 6, particularly 
the constitution in which if either the N protein derived from type I FIPV strain KU-2 or a gene vector having 
the gene encoding the said N protein expressibly integrated is employed as an active ingredient of a vaccine, an 
advantageous therapeutic and/or preventive effect for the diseases infected with FIPV can be seen without 
showing any special increase of the neutralizing antibody titer on the one hand and without enhancing the FIPV 
infection potentiation by anti-FIPV antibodies on the other hand. This constitution is not considered to be 
obvious to a person skilled in the art from these documents either. 

The technical idea per se of employing the N protein derived from FIPV as an active ingredient of a 
vaccine was known to a person skilled in the art before the priority date of the present application, as described 
m documents 2-9. So, it is desirable to give a supplementary explanation in the examples (pages 41-54) of the 
specification of the present application about the matter that the vaccine containing the N protein derived from 
strain KU-2 as an immunogen exhibits a remarkable effect in FIP improvement compared with the respective 
vaccines as the state of the prior art disclosed in any one of documents 2-9. 

[B] None of documents 1-10 cited in the ISR describes the subject matter of claim 4, especially the 
constitution in which if an antibody capable of being bound to the N protein derived from type I FIPV strain 
KU-2 is employed as an active ingredient, an advantageous FIP therapeutic and/or preventive effect can be 
actually exhibited without accompanying the potentiation of infection by the said antibody per se etc This 
constitution is not considered to be obvious to a person skilled in the art from these documents either. 

The examples of the specification of the present application do not show the data mat (1) a fraction 
containing an antibody against the N protein derived from strain KU-2 was particularly produced from the 
serum of an animal immunized by the said N protein, or (2) the said antibody-t^ntaining fraction actually 
contributed to the action relating to the said FIP therapy and/or prevention. Furthermore, in the immunized 
animals of the respective examples, no clear correlation can be confirmed between the degree of the effect 
relating to the said therapy and/or prevention and the degree of the anti-N protein neutralizing antibody titer in 
the serum either. Therefore, it is desirable to give a supplementary explanation to ensure that it can be 
particularly identified from the description of the specification or drawings of the present application that (1) 
me said antibody-containing fraction can be particularly produced based on the description of the specification 
or drawings of the present application, and (2) the said antibody-containing fraction actually contributes to the 
therapeutic and/or preventive effect. Moreover, to allow the inventive step of the subject matter of claim 4 to be 
understood sufficiently, it is also desirable to give a supplementary explanation about the matter that the 
antibody as the active ingredient specified in claim 4 is especially different in the FIP therapeutic and/or 
preventive effect compared with the monoclonal antibody described in either the following document (1) or (2) 
showing the state of the prior art relating to the anti-FIPV N protein monoclonal antibodies, referred to in the 
specification (page 39) of the present application: 

^•"^, tigeni ° ^ty* 518 of Feline Coronaviruses with Monoclonal Antibodies (MAbs): Preparation of MAbs 

which discriminate between FIPV strain 79-1 146 and FECV strain 79-1683," (T. Hohdatsu, et al ) Vet 

Microbiol., 1991, Vol. 28, No. 1, pages 13-24 ' h 

(2) "Characterization of Monoclonal Antibodies against Feline Infectious Peritonitis Virus Type n and 

1 2? ^ * e , latlonshi P between Feline, Porcine, and Canine Coronaviruses," (T. Hohdatsu, et al.), Arch. Virol. 

1991, Vol. 117, No. 1-2, pages 85-95 
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